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- Assessing civil money penalties up to $10,000 for each failure to substantially comply with, or
each day of failure to substantially comply with, the Standards.

- Suspension or revocation of your facility’s FDA certificate, or obtaining a court injunction
against further mammography.

In addition, your response should address the level 2 findings that were listed on the inspection

report provided to you at the close of the inspection. The inspection revealed the following level
2 findings:

Level 2: Corrective action before further exams, for a failing image score, or a phantom
background optical density, or density difference outside the allowable regulatory limits, w
Genera

a t least 6 mammography units in 24 months
Level 2: Medical audit and outcome analysis was not done for the facility as a whole
Level 2: There is no designated audit (reviewing) interpreting physician
r O I J
Level 2: Medical audit and outcome analysis was not done separately for each individual
Level 2: Medical audit and outcome analysis was not performed annually
Level 2: Not all positive mammograms were entered in the tracking system.

It is necessary for you to act on this matter immediately. You are required to respond to this
office in writing within fifteen (15) workine davs from receint of this letter. Please address the
oIfice 1T 1ng witnin 1 T {10) working days Irom receipt of this Ietter. r'lease adaress the
following:
Iollowing:
- The snecific stens vou have ta to correct all of the violations noted in thig letter
Urvvl“v h‘l-'rh’ J W RARS T W VEAARAWIAL VW WAL WWE WAL VA VAW VAVIWWVIUVAID ALULWAL A4 VILAAD AWLILVWAL
- Each sten vour facilitv 15 takino to nrevent the recurrence of cimilar vialationg
Ad AN/ AA Ubvt’ J\I“L AuvlljUJ AN ‘v“‘\lllb s lllv' WELY VALV AWVVWILAWIAVWY WA Jilllilil VAIVIGWUVIID.
- FEauinment settinos (includino technigue factore) raw tect data and calculated final recnlic
J.l\ol\tlltllllvll‘r Uvbllllbu \l—llvluwllb l-vvlull.\luv lu\ilulul’ ALYV LWL UGGy iU vAdlvUuiidlVva Liiiar l\lDul‘-D’
where annronriate
Whnere approprate
- amnle recarde that demaonctrate nraner recard beanino nracedurac ifthe findinoc ralate 1
DQGINPIV AVVULUD WIGLE UWILIVIIOH GV PIUPVE 1VUVULU RVVPLLLE PIULVLVUULLY, 11 WV LIIULIIHEED Ivialv W
anality caontral ar other recarde (Nnate: Patient namaa nr idantificratinn chanld ha dAalatad firnnn
YUGiily LUILLLIVI Vi VUV 1VVULUD (1TULV. 1 Gliviilb LIGIHIVO Ul IUUULIVAUULL JLIVULIU UL ULivitl 11Vl
anv ranise enhmittad)
mlj \JU‘J‘UD Duullll‘lvu}-
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This letter pertains only to findings of your inspection and does not necessarily address other
obligations you have under the law. You may obtain general information about all of FDA’s
requirements for mammography facilities by contacting the Mammography Quality Assurance
Program, Food and Drug Administration, P.O. Box 6057, Columbia, MD 21045-6057 (1-800-
838-7715) or through the Internet at http://www.fda.gov.

If you have more specific questions about mammography facility requirements, or about the
content of this letter, please feel free to contact Deborah M. McGee at (214) 655-8100 ext. 138.

Sincerely yours,
T ——

AR
Gary L. Pierce
Regional Food and Drug Director

~




